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A BILL 

To establish a Center tor Tobacco Products, to coordinate 
existing tobacco-related activities of the Department of 
Health and Hunan Services, and to ensure government 
oversight of tobacco additives* 

Be it enacted by the Senate and House of Representa¬ 
tives of the united states of America in Congress assembled, 

SECTION 1. SHORT TITLE. 

This Act may be cited as the "Center for Tobacco 
Products Act of 1990." 

SECTION 2. PURPOSES. 

It is the purpose of this Aot to — 

(a) establish a Center for Tobacco Products; 

(b) enhance Federal government oversight over tobacco 
additives; and 

(c) coordinate the diverse tobacco education, 
research, and information activities of the Department of 
Health and Human Services. 

SECTION 3. DEFINITIONS. 

(a) The term "cigar" shall have the same meaning as in 
Section 5702(a) of the Internal Revenue Code of 1986. 
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(b) The term "cigarette” shall have the same meaning 
as in Section 3(1) of the Federal Cigarette Labeling and 
Advertising Act. 

(c) The term "commerce" shall have the same meaning as 
in section 9(2) of the comprehensive smoKeiess Tobacco Health 
Education Act of 1986. 

(d) The term "Department" shall mean the U.S. 
Department of Health and Human Services. 

(e) The term "disclosure panel" shall mean 

(1) in the case of cigarettes, the panel or elde 
of the retail carton opposite the panel or side containing 
the warnings required under Section 4(a) of the Comprehensive 
Smoking Education Act; 

(2) in the case of smokeless tobacco, any panel 
or side of the retail carton; 

(3) in the caae of cigars and little cigars, any 
panel or side of the retail carton; and 

(4) in the caee of pipe tobacco, any panel or 
Bide of the retail carton. 

(f) The term "food" shall havs the same meaning as in 
section 201(f) of the Federal Pood, Drug, and Cosmetic Act. 

(g) The term "General counsel" shall mean the General 
counsel of the Department of Health and Human services. 

(h) The term "generally recognised as safe for use in 
products for human consumption" shall mean generally 
recognized, among experts qualified by scientifio training 
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and experience to evaluate its safety, as having been 
adequately shown through scientific procedures or experience 
based on common use in food or as an inactive ingredient in a 
product for human consumption to be safe for use in a food or 
as an inactive ingredient in a product for human consumption, 
without regard to any limitations on quantity or other 
conditions of vise. 

(i) The term "little cigar" shall have the same 
meaning as in Section 3(7) of the Federal Cigarette Labeling 
and Advertising Act as amended. 

(j) The term "person" shall mean an individual, 
partnership, corporation, or any other business or legal 
entity. 

(X) The term "pesticide" shall have the same meaning 
as in Section 2(u) of the Federal Insecticide, Fungicide, and 
Rodenticide Act. 

(1) The term "pipe tobacco" shall hava tha same 
meaning as in Section 5702(o) of the Internal Revenue Code of 
1986, and the term "custom blended pipe tobacco" shall mean 
pipe tobacco blended by a retailer or a distributor other 
than the manufacturer. 

(a) The term "processing aid" shall mean a substance 
used in the processing of a tobacco product or any ingredient 
thereof for a technical or functional effect in such 
processing and that 1s present in the final product at a 
level less than one percent by weight. 


Source: https://www.industrydocuments.ucsf.edu/docs/kxhjOOOO 


2022709391 




4 


(n) The tern "retail carton" shall nean 

(1) in the case of cigarettes, retail carton as 
that term is commonly understood in the trade; 

(2) in the case of smokeless tobacco, a carton, 
container, or wrapping in which six or more individual 
packages of smokeless tobacco are offered for sale and which 
may be purchased in its entirety; 

(3) in the case of cigars and little cigars, a 
multiple-cigar open-top box of cigars or little cigars; and 

(4) in the case of pipe tobacco, a carton, 
container or wrapping in which six or more individual 
packages of pipe tobacco are offered for sale. 

(o) The term "Secretary" shall mean the Secretary of 
Health and Human Services. 

(p) The term "smokeless tobacco" shall have the same 
meaning as in Section 9(1) of the Comprehensive Smokeless 
Tobacco Health Education Act of 1986. 

(q) The term "tobacco" shall mean tobacco in any form 
and however processed, and includes any blend of tobaccos. 

(r) The term "tobacco additive" shall mean any 
ingredient that is added to tobacco in the manufacture of a 
tobacco product, except that such term shall not include 
tobacco, a pesticide or a processing aid. 

(a) The term "tobacco product" shall mean any 
cigarette, cigar, little cigar, pipe tobacco except custom 
blended pipe tobacco, smokeless tobacco, snuff, and chewing 
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tobacco and any other product that contains tobacco and that 
is intended for human use. 

(t) The tarm "United States" shall have the same 
meaning as in Section 9(3) of the Comprehensive Smokeless 
Tobacco Health Education Act of 1986. 

SECTION 4. CENTER FOR TOBACCO PRODUCTS. 

(a) ESTABLISHMENT OF CENTER. — There is hereby 
established the Center for Tobacco Products as a separate 
office within the Office of the Assistant Secretary for 
Health in the Department. 

(b) GENERAL FUNCTIONS. — The Center shall perform the 
following functions: 

(1) receive annual lists of the ingredients 
including tobacco additives added to tobacco in the 
manufacture of cigarettes, pursuant to Section 5(a) of the 
Comprehensive Smoking Education Act; 

(2) receive a list or lists of ingredients 
including tobacco additives added to tobacco in the 
manufacture of smokeless tobacco products pursuant to 
Section 8(d) of this Act, subject to the terms and conditions 
of sections 4(b)(2)(A) and 4(b)(2)(B) of the Comprehensive 
smokeless Tobacco Health Education Act of 1986, and th« 
confidentiality provisions set forth at 50 Federal Register 
49617, December 3, 1985; 
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(3) receive annual lists of ingredients including 
tobacco additives added to tobacco in the manufacture of 
cigars, pursuant to Section 9(e) of this Act, subject to the 
terms and conditions of the confidentiality provisions set 
form at 50 Federal Register 49617, December 3, 1985; 

(4) receive annual lists of ingredients Including 
tobaooo additives added to tobacco in the manufacture of 
little cigars, pursuant to Section 8(e) of this Aot, subjeot 
to the terms and conditions of the confidentiality provisions 
set forth at 50 Federal Register 49617, December 3, 1985: 

(5) receive annual lists of ingredients including 
tobacco additives added to tobacco in the manufacture of pipe 
tobacco, pursuant to Section 8(e) of this Act, subject to the 
terms and conditions of the confidentiality provisions set 
forth at 50 Federal Register 49617, December 3, 1985; 

(6) exercise such powers as are conferred on the 
Secretary by this Act; 

(7) coordinate all activities, including 
education, of the Department that relate to tobacco or 
tobacco products; 

(8) ensure the protection of trade secrets or 
confidential information obtained pursuant to Sections 8 and 
9 of this Act; 

(9) research regarding the health effects of 
tobacco products, patterns of tobacco use, and the impact of 
education on both; and 
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(10) any other activities within the scope of the 
Secretary's authority. 

SECTION S. EDUCATIONAL FUNCTIONS OF THE 
CENTER FOR TOBACCO PRODUCTS. 

(a) The Center shall assume the existing statutory 
authority with respect to tobacco granted to the secretary 
under Section 3 of the Comprehensive Smoking Education Act, 
Section 2 of the Comprehensive Smokeless Tobacco Health 
Education Act of 1986 and other applicable lav. 

[(b) Section 3 of the Comprehensive smoking and 
Education Act is amended — 

(1) in paragraph (5), by striking out "and" after 
the semicolon; 

(2) in paragraph (6), by striking out the period 
and inserting in lieu thereof "; and"? and 

(3) by adding at the end thereof the felloving 
new paragraph: 

"(7) establish an outreach program to inform 
individuals under the age of 18 about the health consequences 
of smoking."] 

(c) TRANSFER Or FUNCTIONS. 

(1) OFFICE ON SMOKING AND HEALTH. — There are 
hereby transferred to the Center all functions and duties of 
the office on Smoking and Health. 
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(2) FEDERAL INTERAGENCY COMMITTEE ON SMOKING AND 
HEALTH. — The Center, acting through the Federal Interagency 
Committee on Smoking and Health ae created under Section 3 of 
the Comprehensive Smoking Education Act, shall carry out the 
coordination functions performed by that committee concerning 
research and educational programs and other activities that 
relate to the effect of cigarette smoking on human health and 
seek to minimise interagency duplication of such activities. 
[(d) EDUCATIONAL AND RESEARCH ACTIVITIES. 

(1) IN GENERAL. — Subject to paragraph (2) of 
this subsection (d), the Secretary, acting through the 
Center, shall carry out educational and research activities 
that shall include — 

(A) the preparation and distribution of 
materials to educate the public concerning the health effects 
of using tobacco products; 

(B) the preparation and implementation of 
educational campaigns to inform specific populations, 
including youth, school dropouts, minorities, blue collar 
workers, pregnant women, and low income Individuals, of the 
health effects of using tobacco products; 

(C) the conduct of research on patterns of 
tobacco product use, initiation and cessation, and affective 
methods for disseminating such information, including the 
development of plans to effectively provide outreach services 
to youth. 
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(2) EXCEPTION. — No funds authorized under this 
Act shall be used for paid advertising on any electronic 
medium of communication subject to the jurisdiction of the 
Federal Communications Commission or shall be paid to any 
private entity for advertising.] 

[(e) STATE GRANTS. 

(1) IN general. — The Secretary, acting through 
the Center, shall award grants to assist states in meeting 
the costs of Improving state leadership concerning aetivities 
that — 

(A) will prevent the initial use of tobacco 
products by minors; 

(B) will encourage the cessation of ths use 
of tobacco products among youth; 

(C) will implement and enforce a prohibition 
on the sale of tobacco products to minors; 

(D) will implement and enforca laws or 
regulations intended to reduce the use of, or access to, 
cigarette vending machines by individuals under the age of 
18; and 

(E) will implement and enforce lawe or 
regulations tnat create smoke-free elementary and secondary 
school buildings, grounds, and buses, with separate smoking 
areas for adults that are separate from students. 

(2) CRITERIA. — To receive a grant under this 
section, a State shall — 
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(A) have In effect a law that prohibits the 
sale of tobacco products to individuals under the age of 18; 

(B) seek to improve the enforcement of the 
law referred to in subparagraph (A); 

(C) have in effect a law or regulations that 
are intended to reduce the use of, or access to, cigarette 
vending machines by individuals under the age of 16; and 

(D) seek to improve the enforcement of the 
law or regulations referred to in subparagraph (C), 

provided# however, that in the case of those States for which 
the next regular meeting of the State Legislature does not 
occur prior to 1992, no such criteria shall apply until the 
first grant cycle which commences after the completion of 
fiscal year 1992. 

(3) APPLICATIONS. — To be eligible for a grant 
under this section, a State shall prepare and submit, to the 
Secretary, an application that — 

(A) shall include a designation of a lead 
agency within the state that will work in conjunction with 
the Center, and contain assurances that such agency shall — 

(i) have experience in matters that 
affect the public health; 

(ii) have expertise regarding the 
health effects and use of tobacco products; 


Source: https://www.industrydocuments.ucsf.edu/docs/kxhjOOOO 


2022709398 




- 11 


(ill) administer activities intended to 
prevent the initiation of use of tobacco products by minors 
who are under the age of 18; 

(iv) have a lead office or division 
that will be chiefly responsible for the functions described 
in clauses (i) through (iii); and 

(v) provide personnel sufficient to 
staff the lead offioe or division; 

(B) includes a complete description of the 
type of programs that will be established or assisted by or 
through the applicant, and a statement of goals, objectives, 
and timetables of such programs or activities that are 
consistent with the purpose of this subsection (e) ; and 

(C) shall be in such form, submitted in such 
manner, and contain such information as the Secretary shall 
require, including such other information as the Secretary 
may by regulation prescribe. 

(4) AUTHORIZATION OF APPROPRIATIONS. -- 

(A) IN GENERAL. — There are authorised to 
b® appropriated to make grants under this chapter _____ for 
fiscal year 1991, and such sums as may be necessary for each 
of the fiscal years 1992 and 1993. 

(B) DISTRIBUTION OF FUNDS. — Funds shall be 
distributed under this chapter so that no State shall receive 
more than $1,000,000 for each fiscal year under this 
section.] 
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SECTION 6. PROHIBITED ACTS. 

The following acta are prohibited — 

(a) the sale by any person within the United States of 
a tobacco product manufactured, imported, or packaged by such 
person where such product 

(1) oontaina a tobaooo additive not permitted 
under this Act for use in tobacco products; or 

(2) is in a retail carton that does not bear a 
disclosure panel containing the information required by 
Section 8 of this Act; 

(b) the representation on packaging or in advertising 
that any approval is in effect under this Act of any tobacco 
product; 

(c) the failure to file the submission required by 
subsection (f) of Section 9 of this Act; and 

(d) the submission of any certification required by 
subsection (f) of Section 9 of this Act with knowledge that 
such certification is false in a material respect. 

SECTION 7. ENFORCEMENT. 

(a) if the secretary has reason to believe that a 
person has violated this Act, the Secretary shall provide 
such person with notice, in writing, of the suspected 
violation and the legal and factual basis therefor, and a 
request for a written response within 30 days. 
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(b) If, based on the notice to such person and any 
response of such person to said notice, the General Counsel 
is not persuaded that such person has not violated the Act, 

I 

, the General Counsel shall endeavor, for a period of not less 

; than 30 days, to obtain from such person an agreement for 

i 

'* voluntary compliance or other satisfactory resolution of the 

.j matter. 

! (c) If, after such period, the matter has not been 

i 

resolved to the satisfaction of the General Counsel, the 
General counsel may refer the matter to the Attorney General 
of the United States. Notwithstanding any such referral or 
the commencement of any civil or criminal action by the 
Attorney Generel, the General Counsel at any time may enter 
into an agreement for voluntary compliance or otherwise 
resolve the matter. 

(d) The General Counsel shall not delegate the duties 
under this section to another. 

(e) All notices, submissions, files, proceedings, and 
agreements under this section shall be confidential. 

(f) The several district courts of the United States 
are invested with jurisdiction, upon application of the 

| Attorney General of the united states acting through the 

{ several United States Attorneys in their several districts -~ 

j (1) upon a finding of a substantial violation or 

| repeated violations of paragraph (1) of subsection (a) of 

: Section fi of this Act, to restrain further such violations 

$ 

I ! 
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and to order seizure of the tobacco product in violation of 
paragraph (1) of subsection (a) of Section 6 of this Act 
after notice and hearing before the court; 

(2) in the event of a violation of subsection (c) 
of section 6 of this Act, to order compliance; 

(3) in the event of a violation of paragraph (1) 
of subsection (a) of Section 6 of this Act, to impose upon 
the person, other than an individual, responsible for suoh 
violation a civil penalty of not more than $100,000, provided 
that the court shall have the discretion to increase the 
penalty to $250,ooo if prior to the violation such person had 
been adjudged to have violated the eame provision of this 
Act, and provided further, that the court shall have the 
discretion to Increase the penalty to $1,000,000, if the 
violation was knowing and willful; 

(4) in the event of a violation of subsection (d) 
of Section 6 of this Act, to impose upon the person, other 
than an individual, responsible for such violation a civil 
penalty of not more than $1,000,000; and 

(5) in the event of a violation of paragraph (2) 
of subsection (a) of Section 6 of this Act or of 
subsections (b) or (c) of section 6 of this Act, to Impose 
upon the person, other than an individual, responsible for 
such violation a civil penalty of not more than $29,000, 
provided that the court shall have the discretion to increase 
the penalty to $50,000, if prior to the violation such person 


Source: https://www.industrydocuments.ucsf.edu/docs/kxhjOOOO 


2022709402 





15 


had bean adjudged to have violated the same provision of the 
Act, and provided further that the court shall have the 
discretion to Increase the penalty to $250,ooo, if the 
violation was knowing and willful. 

(g) Any person who violates subsection (d) of 
Section 6 of this Act shall be subject to Section 1001 of 
title 18 of the United States Code. 

(h) For purposes of this section, the manufacture, 
importation, or packaging for sale within the United States 
of a brand of tobacco product containing a single tobacco 
additive not permitted to be used, or the failure to provide 
the information required by Section 8 of this Act on a single 
brand, shall constitute a single violation regardless of the 
number of daye during which euch violation occurred or the 
number of units of tobacco products involved in such 
violation. 

SECTION 8 . INGREDIENT DISCLOSURE. 

(a) Except ae provided in subsection (b) of this 
section, saoh retail carton of a tobacco product shall bear a 
disclosure panel, as defined in this Act, setting forth in 
conspicuous and legible print, the words "Ingredients: 
tobacco," followed by, in descending order of predominance by 
weight, the aommon or usual name of each ingredient that is 
(1) added to the tobacco in the manufacture of 
the tobacco product, and 
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(2) present in the tobacco product in a quantity 
greater than one percent by weight of the tobacco product, or 

(3) in the case of cigars or little cigars, 
present in the cigar or little cigar in a quantity greater 
than 2 percent by velgnt of the cigar, 

(b) (1) Spices, flavorings, fragrances and colorings 
may be designated pursuant to subsection (a) as spices, 
flavorings, fragranoes and ooloringa without naming each; 

(2) the quantity of any ingredient need not be 
disclosed: and 

(3) at the end of the list of ingredients there 
shall be, if applicable, the following statement: "Contains 
sore than 5% nontobacco ingredients," except that in the case 
of cigars and little cigars there Bhall appear, if 
applicable, the following statement: "Contains sore than 10% 
nontobacco ingredients." 

(c) The duties and functions of the Secretary 
established under Section 5(a) of the Comprehensive Smoking 
Education Act and section 4 of the Comprehensive Smokeless 
Tobacco Health Education Act of 1986 are hereby transferred 
to the Center. 

(d) Each person who manufactures, packages, or imports 
smokeless tobacco products shall within sixty days from the 
date of enactment of this Act, provide the Center with a list 
of the ingredients which were added to tobacco in the 
manufacture of smokeless tobacco products as of Decamber 31, 
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1989/ which does not identify the company which uses the 
ingredients or the brand of smokeless tobacco which contains 
the ingredients. A person or group of persons required to 
provide information by this subsection may designate an 
individual or entity to provide the information required by 
this subsection. 

(e) Each person who manufactures/ packages/ or imports 
cigars, little cigars, or pipe tobacco products for sale 
within the United States shall provide the Center with a list 
of the ingredients which were added to the tobacco in the 
manufacture of cigare, little cigars or pipe tobacco products 

as of December 31, _. such lists shall not identify the 

company which uses the ingredients or the brand of cigars, 
little cigars or pipe tobacco which contains the ingredients. 
A person or group of persons required to provide information 
by this subsection may designate an individual or entity to 
provide the information required by this subsection. 

SECTION 9. TOBACCO ADDITIVES. 

(a) permitted TOBACCO additives. — A tobacco additive 
shall be permitted to be added by a manufacturer to a tobacco 
product manufactured, Imported, or packaqed by any person for 
sale within the united states If — 

(l) the tobacco additive is, without regard to 
®ny limitation on quantity or other conditions of use (except 
as expressly provided in this paragraph) — 
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(A) a substance commonly used as food, 
sanctioned for use in food or as an inactive ingredient in a 
product for human consumption by the Pood and Drug Adminis¬ 
tration or the United States Department of Agriculture, or 
generally recognized as safe for use in products for human 
consumption, as defined in this Act, unless, in the case of a 
tobacco product that is intended to be smoked, use of the 
substance in products that are baked or cooked is 
specifically prohibited t 

(B) approved for use in food or as an 
inactiva ingradient in a product for human consumption by a 
Federal Agency in a regulation published in the Code of 
Federal Regulation# or the Federal Register unless, in the 
case of a tobacco product that is intended to be smoked, use 
of the substance in products that are baked or cooked is 
specifically prohibited; 

(C) included in the Flavor and Extract 
Manufacturers' Association list of substancss which are 
generally recognized as safe for use in food; 

(D) a substance that naturally occurs in 

tobacco; or 


(E) a substance composed of ingredients each 
of which is within one or mors of ths other subparagraphs of 
mis paragraph; 

(2) for a tobacco additive not described in 
paragraph (1) of thiB subsection -- 
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(A) not less than a period of 180 days (or 
one year if such period is extended by the Secretary pursuant 

to subsection (c)(1)(A) of this section) prior to sale within 
the United States of the tobacco product containing such 
tobacco additive, the manufacturer, importer or packager of 
the tobacco product has submitted to the secretary, in 
accordance with subsection (b) of this section, a notice of 
intent to use the tobaooo additive in the tobacco product, 
and 

(B) the secretary, within the 180-day period 
(or one year it such period is extended by the Secretary 
pursuant to subsection (c)(1)(A) of this section) following 
the date of receipt of such notice, has not issued a proposed 
order pursuant to subsection (c) of this section that the 
tobacco additive is not permitted to be used in the tobacco 
product in the amount or manner proposed; or 

(3) the use of the tobacco additive in the 
tobacco product is permitted pursuant to subsection (d) of 
this section. 

(b) contents or notice. — The notice of intent to 
use, referred to in subsection (a) of this section, shall 
contain — 

(1) the name of such tobacco additive and, where 
available, its chemical identity and composition; 

(2) a description of the proposed use of such 
tobacco additive; 
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(3) any data in the possession of the 
manufacturer describing the physical or other technical 
effect such tobacco additive is intended to produce; 

(4) upon request of the Secretary, samples of the 
tobacco additive involved and of the tobacco product in which 
the tobacco additive Is proposed to be used; 

(9) reports of any investigations made by the 
manufacturer with respect to the use of such tobacco 
additive, including information as to the methods and 
controls used in conducting such investigations, except that 
the manufacturer need not eubmit consumer testing data or 
results; and 

(6) any other materials the manufacturer wishes 
the Secretary to consider. 

(c) SCIENTIFIC REVIEW BOARD. — Within 180 daye from 
the enactment of this Act, and every three years thereafter, 
the Secretary shall appoint a scientific review board to be 
composed of: 3 members selected by the Secretary; 3 members 
selected by the Secretary from a list of at least 6 
individuals nominated by the Federation of American Societies 
for Experimental Biology from among qualified scientists who 
are unbiased; and 3 members selected by the Secretary from a 
list of at least 6 Individuals nominated by the Tobacco 
Institute in consultation with tobacco manufacturers whose 
products are reguleted by this Act. Only the 3 members of 
the board selected from those nominated by the Federation of 
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American Societies for Experimental Biology shall be special 
government employees. This scientific review board shall be 
responsible for conducting a scientific review of the 
available data concerning the use of a tobacco additive which 
is subject to review under this section. Each scientific 
review board shall remain in existence for a period of three 
years and shall not be subject to the Federal Advisory 
Committee Act. 

(1) (A) When the notice of intent is received by 

the Secretary, he shall notify the person that submitted the 
notice of intent that such person may make a presentation to 
the board, within 180 daye or, at the discretion of the 
Secretary and with notification to the person that submitted 
the notice of intent/ one year, from the receipt of the 
notice of intent, the acientiflc review board shall, by a 
vote of a majority thereof, determine whether, on the basis 
of credible scientific evidence which the board has evaluated 
as to ita quality, its relevance to the proposed use in a 
tobacco product, and an assessment of exposure, the tobacco 
additive should be permitted to be added to the tobacco 
product as proposed in the notice, and shall promptly 
transmit such determination to the Secretary in a report. 

(B) If (i) the board has determined that the 
tobacco additive should not be permitted to be added to the 
tobacco product as proposed in the notice of intent, and 
(ii) if the person that submitted the notice of intent has so 
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requested in the notice of intent/ the board shall also 
determine whether the tobacco additive would be permissible 
for use by reducing the amount/ or changing the manner/ of 
the use of the tobacco additive in the tobacco product, and 
shall include such evaluation in its report to the secretary. 

(C) The Secretary shall promptly transmit 
the report of the board to the person that submitted the 
notice of intent. Within 30 days from the receipt by the 
Secretary of the report of the board, the Secretary shall 
issue to the person that submitted the notice of intent a 
proposed order that (i) implements the determination by the 
board or (ii) departs from the determination by the board if 
the Secretary finds that ths board's dstsrmination is clearly 
erroneous. 

(D) A proposed order that the tobacco 
additive ia not permitted to be added to the tobacco product 
aa propoeed shall extend the period during which the tobacco 
additive ia not permitted to be added, in the amount and 
manner proposed, to a tobacco product that is sold within the 
United States, until the Secretary has resolved ths matter by 
final order. The proposed order shall provide ths person 
that submitted the notice of intent an opportunity for a 
hearing on ths record. 

(2) If no such hearing is requested within thirty 
days from rsosipt of the Secretary's proposed order, the 
proposed order shall be deemed a final order that the tobacco 
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additive is not permitted to be added to the tobacco product 
as proposed in the notice of intended use. If a hearing is 
requested, the Secretary shall promptly hold suoh hearing. 

If, after the hearing, the Secretary finds that the tobacco 
additive should not be permitted to be added to the tobacco 
product on the basis of credible scientific evidence 
evaluated aB to its quality, its relevance to the proposed 
use in a tobacco product, and an assessment of exposure, the 
Secretary shall issue a final order to that effect. If after 
the hearing the Secretary does not so find, the Secretary 
shall promptly issue a final order that the tobacco additive 
is permitted to be added to the tobacco product. In the 
event the Secretary finds that the tobacco additive should 
not be permitted and if the person that submitted the notice 
of intent has so requested in the notice and in the request 
for hearing, the Secretary's finding shall also include a 
determination whether the tobacco additive would be 
permissible for use by reducing the amount, or changing the 
manner, of the use of the tobacco additive in the tobacco 
product. The Secretary shall set forth such determination in 
the final order. 

(d) PROVISIONALLY PERMITTED TOBACCO ADDITIVES. — 

(1) A tobacco additive shall be provisionally 
permitted ror use if — 

(A) it was included in a list submitted to 
the Secretary in 1999 pursuant to Section S(a) of the 
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Comprehensive Smoking Education Act or is included in a list 
of ingredients submitted to the Center pursuant to 
Section 8(d) or Section 8(e) of this Act, but said tobacco 
additive was not within one or more of the categories listed 
in paragraph (1) of subsection (a) of this section at the 
time of its initial use after the enactment of this Act; or 

(B) it was permitted for use because it was 
within one or more of the categories listed in paragraph (1) 
of subsection (a) of this section at the time of its initial 
use after the enactment of this Act, but said tobacco 
additive is no longer within one or more of those categories. 

(2) The Secretary may convene the scientific 
review board to conduct a scientific review of the available 
data concerning the use of a tobacco additive which is 
provisionally permitted under this subsection. Upon 
convening, the Secretary shall give notice of such convening 
to each person that has submitted any list of a type referred 
to in paragraphs (b)(1)-(5) of Section 4 of this Act. Any 
such person or any manufacturer of a tobacco product may 
submit data or information to the board and may make a 
presentation to the board. The scientific review board 
shall, by a vote of a majority thereof, determine whether, on 
the basis of credible scientific evidence which the board has 
evaluated as to its quality, its relevance to the proposed 
use in a tobacco product, and an assessment of exposure, the 
tobaooo additive should be permitted to be added to the 
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tobacco product, and shall promptly transmit such 
determination to the Secretary in a report. The Secretary 
shall promptly transmit the report o f the board to each 
person that submitted a list of a type referred to in 
paragraphs (b)(1)-(5) of section 4 of this Act or that 
submitted data or information to the board. Within 30 days 
from the receipt by the Secretary of the report of the board, 
the Secretary shall issue a proposed order that 

(i) implements the determination by the board, or 

(ii) departs from the determination by the board if the 
Secretary finds that the board's determination is clearly 
erroneous. Such proposed order shall provide to each such 
person that submitted a list of a type referred to in 
paragraphs (b)(1)-(5) of Section 4 of this Act or that 
submitted data or information to the board an opportunity for 
a hearing on the record. 

(3) If no hearing is requested pursuant to 
paragraph (2) within thirty days from receipt of the proposed 
order, the proposed order shall be deemed final. If a 
hearing le requested, tne secretary shall promptly hold such 
hearing. If, after the hearing, the Secretary finds that the 
tobacco additive should not be permitted to be added to the 
tobacco product on the basis of credible scientific evidence 
evaluated aa to its quality, its relevance to the proposed 
use in a tobacco product, and an assessment of exposure, the 
Secretary shall issue a final order to that effect. If, 
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after the hearing, the secretary does not make such finding, 
the Secretary shall promptly issue a final order that the 
tobacco additive is permitted to be added to the tobacco 
product. 

(e) APPEALS. — An appeal may be taken by the 
submitter from an order of the Secretary issued pursuant to 
subsection (c), or by a manufacturer, importer or packager of 
a tobacco product from an order issued by the secretary 
pursuant to subsection (d) of this section. Such appeal 
shall be taken by filing, in the United States Court of 
Appeals for the Circuit wherein the party seeking review 
resides or has its principal place of business, or in the 
United States Court of Appeals for the District of Columbia 
Cirouit, within sixty days after the entry of such order, a 
written petition praying that the order of the Secretary be 
set aside. A copy of such petition shall be forthwith 
transmitted by the clerk of the court to the Secretary, or 
any officer designated by the Secretary for that purpose, and 
thereupon the Secretary shall certify and file in the court 
the record upon which the order complained of was entered, as 
provided in Section 2112 of Title 28, United States Code. 

Upon the filing of such petition such court shall have 
exclusive jurisdiction to affirm or set aside such order, 
except that until the filing of the record the Secretary may 
modify or aet aside such order. No objection to the order of 
the Secretary shall be considered by the court unless such 
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objection shall hava been urged before the Secretary or un- 
less there were reasonable grounds for failure so to do. The 
findings of the Seoretary as to the facts, if supported by 
substantial evidence on the record as a whole, shall be 
conclusive. If any party shall apply to the court for leave 
to adduce additional evidence, and shall show to the 
satisfaction of the court that such additional evidence is 
material and that there were reasonable grounds for failure 
to adduce such evidence in the proceeding before the 
Secretary, the court may order such additional evidence to be 
taken before the Secretary and to be adduced upon the hearing 
in such manner and upon such terms and conditions as to the 
court may seem proper. The Secretary may modify hie findings 
as to the facts by reason of the additional evidence so 
taken, and the Secretary shall file with the court such 
modified findinge, which, if supported by substantial 
evidence on the record as a whole, shall be conclusive, and 
the secretary's recommendation, if any, for the setting asids 
of the original order. The judgment of the court affirming 
or setting aside any sucn order of the secretary shall be 
final, subject to review by the Supreme Court of the United 
States upon certiorari as provided in Section 1254 of 
title 28 of the United States Code. The commencement of 
proceedings under this subsection snail not, unless speci¬ 
fically ordered by the court to the contrary, operate as a 
stay of the Secretary's order. 
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(f) CERTIFICATION. — 

(1) Any person that manufactures, imports or 
packages tobacco products for sale within the United States 
shall annually submit to the Secretary, commencing on March 1 
of the year following the effective date of this Act, a 
certification that such person has not during the preceding 
calendar year added to any tobacco product manufactured, 
imported, or packaged for sale within the United States any 
tobacco additive not permitted in accordance with this Act. 

(2) If a person cannot truthfully make the 
certification required by paragraph (1), such person shell 
submit to ths Secretary such parts of such certification as 
such person can truthfully make, and shall explain the events 
or circumstances that make it impossible for such person 
truthfully to make ths entire required certification, 
provided that any statement submitted pursuant to this 
paragraph and any evidence obtained directly or indirectly 
from such statement shall not be used in a criminal 
prosecution of the person by whom ths statement was 
submitted. 

SECTION 10. TRADE SECRETS AMD CONFIDENTIAL INFORMATION. 

(a) Any Information provided to the Department or the 
scientific review panel under sections s and 9 of this Act, a 
notice of intent to use, the filing of such notice, the 
contents thereof, the proceedings thereon, and reports and 
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orders related thereto shall be treated as trade secret or 
confidential information subject to Section 552(b)(4) of 
Title 5 and Section 1905 of Title 18 and shall not be 
' revealed to any person other than those authorized by the 

secretary in carrying out their official duties under this 
1; Act, except to the extent that such information has been 

I I publicly disclosed by the manufacturer. 

! 

(b) Whoever discloses any information contrary to the 
provisions of subsection (a) of this section shall be 
, Imprisoned for not more than 2 years or fined not more than 

i 

1 

$10,000, or both; and shall be removed from any office of or 
employment by the Federal government. 

i 

SECTION 11. EFFECTIVE DATE. 

The provisions of this act shall take effect two years 
from the date of enactment, provided that those provisions 
relating to cigars, little cigars, and pipe tobacco, shall 
take effect three years from the date of enactment and 
provided further that Section 8(a) shall take effect with 
respect to cigars, little cigars and pipe tobacco produced 
and packaged for sale within the United States one year after 
the date on which this Act shall take effect with respect to 
cigars, little cigars and pipe tobacco. 
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